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DETAILED ACTION 
Application and Claims Status 

1. Applicant's response filed 087,14/2006 are acknowledged and entered. 

2. Claims 1-8 were pending. 

Election/Restrictions 

3. Claims 1-5, 7, and 8 are withdrawn from further consideration pursuant to 37 CFR 

1. 142(b) as being drawn to nonelected invention, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 08/14/2006. 

« 

4. Additionally, since applicant did not elected to prosecute the product claims (i.e. Group 
V: Claims 7 and 8), apphcants are advised that applicant has loss the right to the rejoinder of the 
process claims with the product claims in accordance with the court decisions in In re Ochiai, 
(71 F.3d 1565, 37 USPQ2d 1 127 (Fed. Cir. 1995), and In re Brouwer, 77 F.3d 422, 37 USPQ2d 
1663 (Fed. Cir, 1996). Moreover, applicant was advised of the right to rejoinder and its 
condition for the rejoinder with regard to the product claims and process claims in the Office 
Action mailed 7/1 1/2006. 

. . Information Disclosure Statement 

5. The information disclosure statement(s) (IDS) filed on 08/14/2006 has been reviewed, 
and the references that have been considered are initialed as recorded in PTO-1449 form(s). 
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Claim Rejections - 35 USC § 112 
6. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: | 

i 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it | 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode i 
contemplated by the inventor of carrying out his invention. 

Claim 6 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written ! 
description requirement. The..claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the i . 

inyentor(s), at the time the application was filed, had possession of the claimed invention. This 
is a written description rejection. , 

The instant invention recites a method of preparing an enhanced peptide display library. 
The method comprises the step of preparing a tandem peptide display library. The tandem j 
peptides comprise a) a known peptide element having a binding domain of low affinity as to a 
known target region, b) a flexible linker, and c) an inquiry peptide sequence. Structurally, the 

i ■ 

peptide element is connected to the flexible linker, which is connected to the inquiry peptide j 
sequence that is firrther connected to a bacteriophage structural protein. i 

With regard to the written description requirement, the attention of the Applicant is 
directed Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1563-64, 19 USPQ2d 1111,1117 (Fed. 

( 

1 ■ 

Cir. 1991), to satisfy the written description requirement, an applicant must convey with ! 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in . i 
possession of the invention, and that the invention, in that context, is whatever is now claimed. 
The test for sufficiency of support in a parent application is whether the disclosure of the 

application relied upon "reasonably conveys to the artisan that the inventor had possession at that j 

I 
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time of the later claimed subject matter." Ralston Purina Co. v. Far-Mar-Co., Inc., Ill F.2d 
1570, 1575, 227 USPQ 177, 179 (Fed. Cir. 1985)(quoting/n re Kaslow, 707 F.2d 1366, 1375, 
2 1 7 USPQ 1 089, 1 096 (Fed. Cir. 1 983)). 

Additionally, it is noted that written description is legally distinct from enablement: 
"Although the two concepts are entwined, they are distinct and each is evaluated under separate 
legal criteria. The written description requirement, a question of fact, ensures that the inventor 
conveys to others that he or she had possession of the claimed invention; whereas, the 
enablement requirement, :a question of-law, ensures -that-the inventor conveys-to-other^^ . 
make and use the claimed invention." See 1242 OG 169 (January 30, 2001) citing University of 
California v. Eli Lilly & Co. And also In re Barker, 559 F.2d 588, 194 USPQ 470 (CCPA 1977), 
cert, denied, 434 U.S. 1064 (1978); Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 1562, 19 
USPQ2d nil, 1115 (Fed. Cir. 1991). 

In this case, the instant invention claimed a broad genus. For example, claim 6 recite a 
method for combinatorial biosynthesis using only generic language like "tandem peptide display 
library'\ "known peptide elemenf\ "known target region'\ "flexible linker'\ md" inquiry peptide 
sequence"^ to produce a library of products, i.e. "tandem peptide display library''. The scope of 

r' 

/ 

this claim includes an infinite number of methods for producing and/or using an infinite number 
of "known peptide elemenf\ "known target region'\ "flexible linker'\ and "inquiry peptide 
sequence'' wherein no distinguishing structural attributes (i.e., no representative examples) are 
provided for any of the claimed reagents and/or products. The specification and claims do not 
place any limit on the nimiber of atoms, the types of atoms, or the manner in which said atoms 
might be connected to form these reagents and products. For example, the instant specification 



1 
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describes that the 'peptide display library consists of two structural peptides linked by a flexible \ 
linker peptide sequence' wherein 'one structural peptide is held constant\ 'constant sequence is i 
linked by a short flexible linker peptide with the random peptide display sequence', and 'the i 

I 

constant sequence is chosen for low affinity binding (high micromolar) to the constant domain' I 

f 
I 

(see specification, pg. 12, lines 7-11). This description does not provide any distinguishing | 
structural attributes in regard to the "two structural peptides'\ the "flexible linker peptide \ 

r 

sequence", and especially the "constant sequence" wherein further screening would be requires 

to determine "low affinity binding (high micromolar) to the constant domain", In addition, the 1 

claims do not define what the 'known target region' is for the claimed "known peptide element" \ 

other than the functional term, i.e. the known peptide element having a binding domain of low 

affinity as to a known target region. As a result, the scope of the instant claimed method 

includes an enormous number of structural variants for any of the claimed reagents and/or 

products, i.e. "known peptide element", "known target region", "flexible linker", "inquiry peptide \ 

sequence", and "tandem peptide display library". 

In contrast to applicants' enormous claimed scope, applicants' specification does not 

t 

even provide a single working examp le of this method with any specificity (no quid pro quo). ! 

For example, the specification does not disclose a single "representative" example of a "known i 

peptide element", "known target region", "flexible linker", and "inquiry peptide sequence" and, 

as a result, the specification and claims do not provide ANY guidance as to what structural . 

features all of these reagents and products share. Consequently, it is not possible to determine a i 

. ■ ■ ■ ! 

priori which reagents and products would be encompassed by Applicants' broad claims because ! 
there is no common structural attributes that can link together all of these potential reagents and 
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products i.e., there is no teaching that would allow a person of skill in the art to determine a 
priori all the different types of compounds that should be included in this genus from the 
complete lack of working examples in the specification. 

With respect to adequate disclosure applicant is referred to the discussion in University of 
California v. Eli Lilly and Co. (U.S. Court of Appeals Federal Circuit (CAFC) 43 USPQ2d 1398 
7/22/1997 Decided July 22, 1997; No. 96-1 175) regarding adequate disclosure. For adequate 
disclosure, like enablement, requires representative examples, which provide reasonable 
assurance to one skilled in the art that the compounds falling within the scope both possess the 
alleged utility and additionally demonstrate that applicant had possession of the full scope of the 
claimed invention. See In re Riat (CCPA 1964) 327 F2d 685, 140 USPQ 471; /« re Barr (CCPA 
1971) 444 F 2d 349, 151 USPQ 724 (for enablement) and University of California v. Eli Lilly 

> 

and Co cited above (for disclosure). The more unpredictable the art the greater the showing 
required (e.g. by "representative examples") for both enablement and adequate disclosure. In 
addition, when there is substantial variation within the senus. one must describe a sufficient 
variety of species to reflect the variation within the genus. Here, the instant specification provide 
working example of this method. 

Furthermore, the general knowledge and level of skill in the art do not supplement the 
omitted description (i.e., Applicants' generic language; see also specification page 1 1, line 7 thru 
page 12, line 16) because specific, not general, guidance is what is needed. Since the disclosure 
fails to describe the conraion attributes or characteristics that identify all of the members of the 
genus or even a substantial portion thereof, and because the genus is enormous and highly 
variant, using only generic terminology without specific examples (see above) is insufficient to 
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teach the entire genus. Consequently, one of skill in the art would reasonably conclude that the 
disclosure fails to provide a rejpresentative number of species to describe this enormous genus. 
Thus, applicant was not in possession of the claimed genus. 

7. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claim 6 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

•• ■ • . 

A. The phrase ''low affinity'' in claim 6 is considered indefinite because it is unclear as to 

the means of determining the degree of "low affinity''. It is unclear what constitutes the metes 

and bounds of "low affinity", i.e. what degree is considered "low affinity'"? Although the instant 

specification defines "low affinity" as "high micromolar" (see specification, page 12, lines 10- 

1 1), this definition only exacerbates the problem for it is unclear what constitutes the metes and 

bounds of "high micromolar", i.e. at what micromolar concentration is considered "high"? Thus, 

the claim 6 is considered indefinite and is rejected under 35 U.S.C. 1 12, second paragraph. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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10. Claim 6 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Cwirla et al. {PNAS, 1990, 87(16), pgs. 6378-6382). 

For claim 6, Cwirla et al. disclose the method of making a vast library of peptides that is 
expressed by a filamentous bacteriophage (see e.g. Abstract; pg. 6378, left col., Unes 16-18; pg. 
6378, right col., lines 19-28; pg, 6380, right col., lines 15-22). The peptide library comprises a 
variable region (refers to instant claimed inquiry peptide sequence) and a wild type pIII (refers to 
instant claimed known peptide element) wherein the variable region is joined to the wild type 
pHI by a flexible spacer (refers to instant claimed flexible linker)(see e.g. pg. 6379, right col,, 
lines 25-37; pg. 6379, fig. IB). 

Alternatively, the claimed invention further differs from the prior art teachings only by the 
recitation of: 

For claim 6, the limitations that 'a known peptide element having a binding domain of 

•* » ■ . 

low affinity as to a known target region\ i.e. the limitation of 'a binding domain of low affinity 
as to a known target region\ is interpreted as the functional limitation for the instantly "a known 
peptide elemenf\ The claimed invention appears to be the same or obvious variations of the 
reference teachings, absent a showing of unobvious differences. The office does not have the 

■ • 

facilities and resources to provide the factual evidence needed in order to determine and/or 
compare the specific activities of the instant versus the reference Cwirla et al. In the absence of 
evidence to the contrary, the burden is upon the applicant to prove that the claimed composition 
is different from the one taught by prior art and to establish the patentable differences. See in re 
Best 562F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray 10 USPQ2d 1922(PTO Bd. 
Pat. App. & Int. 1989). As a result, the method of Cwirla et al. would still anticipate the 
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* 

presently claimed method since its peptide library meets all the structural limitation of the 
claimed tandem peptide display library of claim 6 (see above rejection). 

Therefore, the method of Cwirla et al. does anticipate the instant claimed invention. 

i 

11. Claim 6 is rejected under 35 U.S.C. 102(b) as anticipated by or, in the alternative, under 
35 U.S.C. 103(a) as obvious over Genentech, Inc. (WO 01/02,440 Al). 

For claim 6, Genentech discloses compositions and methods of using and making the 

xompositionsXsee e.g. Abstract; -pg. J , -Unes 4-13; -pg. 3,Jines .I 

method of making the compositions include using a host cell that express the compositions 
wherein the host cell include E. coli. (bacteriophage)(see e.g. pg. pg. 4, lines 22-35; pg. 31 line 
21 thru pg. 34, line 26; claim 12). The compositions comprise a peptide ligand domain (refers to 

4 

instant claimed inquiry peptide sequence) and a multimerization domain wherein these domains 
are joined by a linker domain (refers to instant claimed flexible linker)(see e.g. pg. 3, lines 12-21 ; 
pg. 16, lines 19-26; pg. 18, lines 16-38; pg. 19, line 35 thru pg. 20, line 16). The multimerization 
domain include immimoglobulin constant region (refers to instant claimed known peptide 
element)(see e.g. pg. 3, lines 31-37; pg.' 10, lines 21-39; pg. 16, line 32-38; pg. 18, lines 16-38). 

Alternatively, the claimed invention further differs from the prior art teachings only by the 
recitation of: 

For claim 6, the limitation that 'a known peptide element having a binding domain of low 
affinity as to a known target region\ i.e. the limitation of 'a binding domain of low affinity as to 
a known target region\ is interpreted as the functional limitation for the instantly "a known 
peptide element'. The claimed invention appears to be the same or obvious variations of the 
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reference teachings, absent a showing of unobvious differences. The office does not have the 
facilities and resources to provide the factual evidence needed in order to determine and/or 

r 

compare the specific activities of the instant versus the reference Genentech. In the absence of 
evidence to the contrary, the burden is upon the applicant to prove that the claimed composition 
is different fi*om the one taught by prior art and to establish the patentable differences. See in re 
Best 562F.2d 1252, 195 USPQ 430 (CCPA 1977) and Ex parte Gray 10 USPQ2d 1922(PTO Bd. 
Pat. App. & Int. 1989). As a result, the method of Genentech would still anticipate the presently 
claimed method since its compositions meets all the structural limitation of the claimed tandem 
peptide display library of claim 6 (see above rejection). 

Therefore, the method .of Genentech does anticipate the instant claimed invention. 

Conclusion 

Any inquiry concerning this communication or earlier communications firom the 
examiner should be directed to My-Chau T. Tran whose telephone number is 571-272-0810. 
The examiner can normally be reached on Monday: 8:00-2:30; Tuesday-Thursday: 7:30-5:00; 
Friday: 8:00-3:30. 

If attempts to reach the exaniiner by telephone are unsuccessfiil, the examiner's 
supervisor, Peter Paras, Jr., can be reached on 571-272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status, of an iq)plication may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status infomiation for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system,, see http://pair-direct;Uspto.gov..Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



